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-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION 

- Extensions cM:me may be available under the provisions of 37 CFR 1 '26 a In ?o event roweve r ma y a rep'y be timely f led 
a^e r S'X -6 ■ MONTHS fr o^ f he mai'^g date o f s communication 

- If the period for reply specified above is less than thirty (30; days a reply withm tne statutory minimum of thirty 3 0 . ■ cays w.ll be considered t meiy 

- If NO period for reply is specified above, the maximum statutory period will apply and w.li expire SIX (5, MONTHS from the mailing date of ms common cat, on 

- Failure to reply within the set or extended period for reply will, by statute cause the application to tecome ABANDONED (35 USC §133; 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timel/ Med may reduce any 
earned patent term adjustment See 37 CFR 1 704fbi 

Status 

1 )H Responsive to communication(s) filed on 26 March 2001 . 
2a)ED This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1, 453 O.G. 213. 

n jcpnc jtlon of C!?.irns 

4) E| Claim(s) 1-10 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) Q Claim(s) is/are allowed. 

6) [E3 Claim(s) 1-10 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claims are subject to restriction and/or election requirement. 

Application Papers 

90 The specification is objected to by the Examiner 

10)D The drawmg(s) filed on is/are objected to by the Examiner. 

1 1 )□ The proposed drawing correction filed on is: a)D approved b)D disapproved. 

12)D The oath or declaration is objected to by the Examiner. 

i 

j Priority under 35 U.S.C. g 119 

! 13)D Acknowledgment is made of a claim for foreign priority under 35 U S C. Sj 1 19(a)-(d) or (f). 
! a)CH AM b)D Some*c)D None of: 

1 □ Certified copies of the priority documents have been received. 
! 2.Q Certified copies of the priority documents have been received in Application No. . 


3 □ Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14)D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 
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DETAILED ACTION 


The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 


Claims 1-10 stand rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 1 continues to be confusing since this is a process of producing ampicillin 
and applicant has defined it as a process for producing ampicillin by using 6-APA, a 
phenylglycine derivative and ampicillin. The process very clearly in the examples of the 
instant application is a process where 6-APA is reacted with a phenyl glycine derivative 
such as PGA to produce ampicillin. The way applicant has written the claim is confusing 
since applicant has chosen to define the amount of 6-APA used in terms of its 
relationship to ampicillin which is not understood. It would be much clearer if applicant 
simply recited a range of 6-APA which can be reacted with a given range of PGA to 
produce a given range of ampicillin. The way applicant has defined this very simple 
reaction is totally confusing and it does not need to be so. Further, it is interesting how 
applicant comments on the art of record as not specifically defining what components 


Claim Rejections - 35 USC §112 
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and how much of those components are used in their reactions, yet wants to claim their 
reaction in such a convoluted way. The present process in these claims is not defined in 
clear, positive and concrete steps as to enable one skilled in the art to understand what 
applicant is claiming. Thus, correction is required. 

The term "maximum conversion" is still confusing. The examiner tuned to page 2, 
lines 19-29 of WO 96/02663 and still does not know what applicant is referring to ? In 
any event , it really would be much clearer if applicant simply inserted the pH and 
temperature range that would satisfy the "maximum conversion" range that applicant 
appears to be referring to. 


Claim Rejections - 35 USC § 102 

Claim Rejections - 35 USC § 103 

Claims 1-10 stand rejected under 35 U.S.C. 102(b) as anticipated by or, in the 
alternative, under 35 U.S.C. 103(a) as obvious over WO 92/01061 ('061). WO 95/03420 

(•420) or WO 96/02663 ('663). 

First, applicant argues that '061 does not teach the concentration of 6-APA in the 
reaction mixture and does not disclose ratios of acylating agent to 6-APA. It is noted 
that in Example 1 of '061, it is clear that they are using 100 mM of 6-APA. Further, the 
ratio of acylating agent to 6-APA can be calculated if applicant turns to page 5 of 061 
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,f attempts .0 reach the exam.ner by telephone are unsuccessful the exam.ner's 
superior. M.chaei Wityshyn can be reached on 703-308-4743 The tax phone 
numbers for the organizat.on where this app.rcation or proceeds is ass.gned are 703- 
308-0294 for regular communications and 703-308-0294 for After Final 


communications. 

Any inquiry of a genera, nature or relating to the status of this application or 
proceeding should be d.rected to the receptronis, whose telephone number ,s 703-308- 


0196. 
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